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Certifier f(. GOE~MA 

21 CFR Part !3&! 

Implantation or Injectable Dosage Form New ,Animal Drugs; Carprofen 

AGENCY,: Food and Drug Administration, HHS. 

ACTION: Final rule. 

_ . ,! ,“i . . ,,j. : ,..I. ._/ .” _c :, ._ ,,, 2~:. _/ .j- ..:+ X) I. ‘. ; ‘:, 

SUMMARY: The Food and Drug Administration (FDA) is amending the animal 

drug regulations to reflect,.approval of a new’ animal- drug application (NADA) .,. I,**.,, . ,,: / .“( .a< a. I I 
filed by Pfizer, Inc. The NADA provides for the veterinary prescriptiorruse 

of carprofen solution in dogs, by subcutaneous injection, for the relief of pain 

ad infl=mation associated w$ q~~~g@$f~- .I i > .,a ,l ../, I”” ,* .‘ __” :; 

DATES: This rule is effecti,vv,-[insert date of p$lication in the, Fed+!! @gister]. 

FOR FURTHER INFORMATION CONTACT: Melanie’R Berson Center for Veterinary .’ 
,. / 

_,. -. ̂  %” _-_ ‘11., *a as__ .,?.‘I ..a* ,,.d,...*ii j .,“/ “t. ‘ ,,I . _t ,j, ,, i., ,ii(*, *_>,.. . . t.. _^.. _“ I j ;( 

Medicine (HFV-1101, Food and Drug Administration, 7500 Standish PI., 
; 

Rockville, MD 20855, 301-827-7540, e-mail mbersqn@~~.,~~,a.gov. 

SUPPLEMENTARY jNFORMATlON=.Pfi~er Inc., 235 past 42d St., New York, NY /. .a. I” ,” ~.~“.~~,.-~,,..---.‘,~.~:,j.,,‘, , _ 1. : I.. ,. I ” 

100X7-5755, filed NADA 141-199 for eMADY& (carprofen) Injection. The ,. ~ 

NADA provides for,lre.,veterinary prescription use of carprofen solution in 

dogs, by subcutaneous injection, for the relief pf pain and inflammation 

associated with osteoartlnitis,. The application is approved as of March.3, 2003, - “‘,” i‘ 2,. -..*,.-,i 

and the regulations in part 522 (21 CFR part 522) are amended by adding new 

§ 522.312 to reflect the-approval. Tkie basis of approval is discus&in *the. 

freedom of information s$ummary. 

cvo220 



In accordance with t&e,L&eedom of information provisions of.21 CFR pat I $2‘ \ = -_. ?I -y’.j ,, ,.,j “ .J~.~*;‘“&++, _;r , . ., ( .,* L,. I, .(. ,- jl i I . . ,( 

20 and 514.11(e)(2)( ii ), a swnmary of safety and effectiveness data and ,.. ( 

information submitted to support approval of this application may be seen in ..^ . / ., ; ~- j _ I : 

the Dockets Management Branch (HFA-305), Food and Drug Administration, 

5630 Fishers Lee, rm. 1061, Rockville, MD 20852, between 9 a.?;, ad 4 p-m-, 
I. 

Monday through Friday. 

Under section’512(c)(2)(F)(ii) of the Federal Food, Drug, and Cosmetic Act “(. /. ! ! ._. .\, x, $ “,I .^ I *, .__ j ~ ,, ,, 
” (21 U.S.C. 36Ob(c)(2)(F)(ii)), this.approva] qualifies for 3 years of marketing _I j I 

exclusivity beginning March 3,2003. 

The agency has determined ,under ‘2r CFR 25.33(d)(l) that this action is /) ,,. .,, 1,. c :‘ _I_,/ ___ 1” .,” ._ ! 

of a type that does not j,hul@k&$~y or cumulatively have a significant effect.. / 

on the human environment. Therefore, neither an environmental assessment ,, ,_ *,>* , ,, . . _( . . . ..a.~.+.y,:.; .“. ‘;::,‘.. “Sk. “‘ __ *. ..1 o_ m *s j :,. _. .i 

nor an environmental impact statement Q required. ” ,. ^ 1 I,_ __ L_ ‘/ ‘&,&, ^ j /, ., 

This rule does not meet the definitkJn of,“rule ” in 5 U.S.C.,!$4(3)(A) 
II ,. _ i ̂ --‘a -‘-ii?.*, i ~( LB, ‘;‘,‘.:“*“i :&>,,\“<,i:.~& : ,Zd’, -;! 4.t,.“<p*# c,,- _ - (I_ _ 1, .^. ‘, ,. ,, .I, I 

because it is a rule of “particular applicability.” Therefore, it is not subject 

to the congressional review requirements in 5 US.C,J$~3~3~ ,j 
I / (( ,, 

List of S$jects in 21 CFR~P,@ ?F?. ( , 
8 i_ 

Animal drugs. 

Therefore, under the Fed-era) Food, prug, and Cosmetic&%!nd under . .x ( I .‘: ‘/, , 1 

authority delegated to the CommissiorefofFood .a@ erugs and redelegated “‘. ~‘.“>,. 

to the Center for Veterinary Medicine, 21 CFR put 522 is amended ~s..~o!!?Y?: .(’ 

PART 52+-~,M~L4NT4T@!4 9 IN J@y-&sc, D%!@i FORM NEW ANlMAL ;: ’ “< ,,,;., / _ ,L I E _‘ ; 

I DRVGS 

1. The authority citation for 21 Ct.R part “d .l./i ,.,“~ew , ., >“,,ll;i ‘3 + 1. 4 ~a+ 522 continu,es to reiad as folloWs: 
f‘/ a, 

AuthorGy: 21 U.S.C. 36@. _I * 
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2. Section 522.312 is,.+.$$ tOJ~+ a?, .!#~~m~z, I __, _ ;-. 

5522.312 “Carprofen. 8 1 

(a) Specifications. Each ,~i~~~~~t~~..of yo!~~tio~~~,~:~ntaiqs 50 m%Tams crnd .^j , 

carprofen. 

(~)S~~ZWIZ-. SeeNo.OOQ~69 ins 510.600(c) &his chapter. 
: ; b 

(c) [Reserved] 

(d) Conditions of use in, dogs- (1) Amqunt. 1,mg per pound (2.2 mg per 

kilogram) body weight twice ~daily, by subcuynepz injection. 

(2) Indications for use. For. the reJief,,gf piin and infl=w@h! W?C@!E! 

with osteoqr&@, 
: 

‘*, ,._ I ( ,, ! 



(3) Limitations. Federal Jam. p$icts; .$S drug to use by Or On the Order i‘ (“’ : 

of a licensed veteringigg. , t ‘_ _ _. :” i / : ,a’ ii I”-, * -., ‘: ,y. 

‘” -’ 

I. 1 

Dated: + # ~ 
. 

! 

Director, 
Center for Veterinary Medicine. I 

[FR DOG 03-????? Fi!ed ,??;??-0,3;, 8:$faml 1 , 8) / 
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